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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 1 July 
2007 has been entered. 

Claims 1-11, 12-18, 22, and 24-26 have been examined on the merits. 

Withdrawn Rejections 

In view of Applicant's arguments and amendments to the claims, the 35 U.S.C. 
103 rejections dated 1 April 2008 have been withdrawn. 

New Rejections 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 1-11, 12-18, 22, and 24-26 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
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reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. In particular, claims 1, 2, 
and 3 recite the phrase "providing a single admixed reagent comprising a detergent, a 
luminogenic molecule, and a chemostable luciferase." The instant specification does 
not provide sufficient support for the limitation of a "single admixed reagent" and 
therefore, this limitation is deemed to be new matter. The instant specification appears 
to only provide support for providing a luciferase-luciferin component and a transferase- 
quenching component separately, and then mixing the two components together just 
prior to use to form a "reagent composition," since luciferase-luciferin activity would be 
lost during long-term storage if not packaged separately. Applicant appears to have 
support for providing the two components of the reagent composition separately and for 
a step of combining the two components just prior to use, but not for a single admixed 
reagent without the clarification that the components of the reagent begin as separate 
entities and are mixed just prior to use. 

All other claims depend directly or indirectly from rejected claims and are, 
therefore, also rejected under USC 112, first paragraph for the reasons set forth above. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-11, 12-18, 22, and 24-26 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
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subject matter which applicant regards as the invention. In particular, Applicant recites 
the phrase "providing a single admixed reagent comprising a detergent, a luminogenic 
molecule and a chemostable luciferase" in claims 1, 2, and 3. It is unclear from this 
phrase whether the detergent, luminogenic molecule and luciferase are combined 
together in one reagent composition prior to contacting them with the first reaction 
mixture, whether they are combined in one reagent composition at some point prior to 
the contacting step (i.e., are these components stored together for use in one vial), or 
whether the components are simply added all at once to the first reaction mixture in the 
same step. The guidance provided in the specification would appear to indicate that the 
components are not stored together in one reagent for stability purposes, but the claim, 
as currently drafted, would appear to indicate that the components are contained all in 
one reagent and are not separate prior to the first step in the assay. 

All other claims depend directly or indirectly from rejected claims and are, 
therefore, also rejected under USC 112, second paragraph for the reasons set forth 
above. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AMANDA P. WOOD whose telephone number is 
(571)272-8141. The examiner can normally be reached on M-F 8:30AM -5PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571) 272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



APW /Christopher R. Tate/ 

Examiner Primary Examiner, Art Unit 1655 
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